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1) (Currently amended) [ An improv e d fA multi-layered osmotic device for the controlled 
delivery of one or more acti^e^genjLttfone or more environments of use wherein the osmotic 
device comprises: 

a) a compressed core comprising a first active agent and an osmotic agent for controlled 




and continuous release of the first Active agent; 

b) a semipermeable membrane surrounding the core and having a preformed passageway 
therein, said semipermeable membrane being permeable to a fluid in the environment 
of use and substantially impermeable to \hsJ0$0 first active agent; 

c) an inert, completely erodible ojwater soluble polymer coat comprising 
poly(vinylpyrrolidone)-(vinyl acetate) copolymer partially or substantially completely 
surrounding the semipermeable membrane and plugging the passageway in the'fwatt] 

semiperm eable memhrflne ; and V — ^ / 



of the Fdn« 



d) an external coat comprising a second active agent for immediate release of the [drug] 
second active agent, wherein the first active agent is released from the core atterthe 
polymer coat has partially or completely dissolved or eroded, and the first and second 
active agents are released into the same or different environments of use to provide a 
controlled delivery of the one or more active agents. 

2) (original) An osmotic device according to claim 1 wherein the compressed core further 
comprises polyvinylpyrrolidone). 

3) (original) An osmotic device according to claim 1 wherein the semipermeable membrane 
consists essentially of cellulose acetate and polyethylene glycol). 

4) (original) An osmotic device according to claim 1 wherein the external coat comprises 
polyvinylpyrrolidone) and poly(ethylene glycol). 

5) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent. 

6) (original) An osmotic device according to claim 1 wherein the first active agent in the 
core comprises a therapeutic agent. 

7) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent and the first active agent in the core 
comprises a therapeutic agent. 
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8) (original) An osmotic device according to claim 7 wherein the first and second active 
agents are the same. 

9) (original) An osmotic device according to claim 8 wherein the first and second active 
agents are theophylline. 

10) (original) An osmotic device according to claim 1 wherein the second active agent in the 
external coat comprises a therapeutic agent and the first active agent in the core 
comprises a different therapeutic agent. / 

1 1) (original) An osmotic device according to claim 1 0 wherein the first active agent is 
pseudoephedrine and the second active agent is loratadine. 

12) (original) An osmotic device according to claim 10 wherein the first active agent is 
ranitidine and the second active agent is a combination of ranitidine and cisapride. 

1 3) (original) An osmotic device according to claim 10 wherein the first active agent is 
pseudoephedrine and the second active agent is astemizole. 

1 4) (original) An osmotic device according to claim 1 0 wherein the first active agent is 
diltiazem and the second active agent is enalapril. 

1 5) (original) An osmotic device according to claim 1 , wherein the one or more environments 
of use comprises a first environment of use and a different second environment of use. 

16) (original) An osmotic device according to claim 15, wherein the first environment of use 
is the gastric region and the second environment of use is farther down the 
gastrointestinal tract of a mammal. 

17) (original) An osmotic device according to claim 1, wherein the first and second active 
agents are released into the same environment of use. 

18) (original) An osmotic device according to claim 1, wherein the controlled delivery of one 
or more active agents includes one or more of pH-dependent, pH-independent, diffusion 
controlled, dissolution controlled, pseudo-zero order, zero-order, pseudo-first order, first- 
order, second-order, rapid, slow, delayed, timed, and sustained delivery. 

1 9) (original) An osmotic device according to claim 1 , wherein at least a portion of the 
polymer coat dissolves or erodes in fluid present in an environment of use after the 
external coat has at least partially dissolved in an environment of use. 
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20) (original) An osmotic device according to claim 1 , wherein the polymer coat is one or 
more of soluble in the same environment of use in which the external coat is soluble, and 
soluble in the same environment of use in which the core is soluble. 

21) (original) An osmotic device according to claim 1, wherein the semipermeable membrane 
comprises a plasticizer and one or more of a cellulose ether, cellulose ester and cellulose- 
ester-ether. 

22) (original) An osmotic device according to claim 1, wherein the external coat further 
comprises poly(vinylpyrrolidone). 

23) (original) An osmotic device according to claim 1 , wherein the polymer coat further 
comprises one or more of talc and poly(ethylene glycol). 

24) (Currently amended) A miilti-layered ngmotir device for t he controlled delivery of nnp or 
more active agents to one or more environments of use wherein t he osmotic device 

comprises; 

a) a compressed core comprising a first active agent and an osmotic agent for controlled 
and continuous release of the first active agent; 

b) a seminermeahlft membrane surrounding the core and having a prefo r med passageway 
therein, said semipermeable membrane heing permeable to a flniH in the environment 
Of use and substantially impermeable to the first active agent; 

C) an inert, completely erodihle or water soluble p olymer mat partially or completely 
Surrounding the semipermeable membrane and plugging the passageway in the 
semipermeahle membrane; and 

d) an external coat applied to and covering the inert polymer c oat and comprising a 

second active agent for immediate release of th e second active agent ; wherein the first 
active apent is released from the core after the polymer coat has partially or 
completely dissolved or eroded, and the first and second ac tive agents are released 
into the same or different environments of use to provide a co ntrolled delivery of the 
one or more active agentc 

25) (Currently amended) A millti-lavered osmotic device for the controlled delivery of one or 

more active arentS to One or more environments of use wherein the os m otic device 
comprises- 
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a) a compressed core comprising a first active agent and at least nnp osmotic agent for 
controlled and continuous release n f the first active agent; 

b) a semipermeahle membrane surrounding the core and having at least one preformed 
passageway therein; 

c) an inert, completely erodihle or water soluble polymer coat partially or completely 
surrounding the semipermeahle memhrane and plugging t he passageway in the 

semipermeable membrane; and 

d) an external coat applied to and covering the inert polymer mat and c omprising a 
second active agent for immediate release of the second arrive agent ; wherein the first 
active agent is released from the core after the polymer coat has partially nr 
completely dissolved or eroded, and the first and second active agents are released 
into the same nr different environments of use 

26) (Currently amended) A multi-layered osmotic device for the controlled deliver y of one or 
more active agents to one or more environments of use wherein the osmotic device 
comprises* 

a) a compressed core comprising a first active agent and at least one osmotic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeahle membrane surrounding the core and having at least one preformed 

passageway therein; 

c) an inert completely erodihle or water soluble polymer coat partially or completely 
surrounding the semipermeable membrane and plugging the at least o ne preformed 

passageway in the semipermeahle memhrane; and 

d) an external coat applied to and covering the inert p olymer coat and comprising a 
second active agent for release of the second active agent wherein the first active 
agent is released from the core after the polymer coat has partially or completely 
dissolved or eroded and the first and second active agents are rele a sed into the same 

or different environments of use. 

27) (Currently amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein t he osmotic device 
comprises' 
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a) a compressed core comprising a first active agent and at least nnp osmotic agent for 

controlled and continuous release of the fi^ active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 

passageway therein; 

c) an inert, completely erodihle or water soluble polymer mat partially or completely 
Slirroiindinp the semipermeable membrane and plugging the at least o ne preformed 
passageway in the semipermeable membrane; and 

d) an external coat applied to and covering the inert polymer mat and comprising a 
second active agent for immediate rapid J delayed J slow sustained pseudo-first order 
nseudo-zero order timed controlled or combination thereof release of the second 
active apent wherein the first active agent is released from the cor e after the polymer 
Coat has partially or completely dissolved or eroded J and the fir st and second active 
agents are released into the same or different environments of use 

28) (Previously presented) The mnlti -layered osmotic device of cl aim 94 9S 96 or 97 
wherein the first and second active agents eac h comprise a therapeutic agent 

29) (Previously presented) The multi-layered osmotic device of clai m 94 9S 96 or 97 
wherein the first and second active agents are the same 

30) (Previously presented) The multi-layered osmotic device of clai m 94, 9S 2 96 or 97 
wherein the first and second active agents are different 

3 1) (Previously presented) The multi-layered osmoti c device of claim 94 9S 96 or 97 
wherein the first and second active agents are released into differen t environments of use 

32) (Previously presented) The multi-layered osmotic device of clai m 94 a 9S 96 or 97 
Wherein the first and Second active agents are released into the same e n vironment of use 

33) (Previously presented) The multi-lavered osmotic device of clai m 94, 25, 26 nr 97 

Wherein the controlled delivery of one or more active agents incl udes one or more of pR- 
denendent. nH-independent. diffusion controlled, dissolution contr o lled psendo-yero orde^ 
7firo-order nseildo-first order first-order second-order rapid J slow fl a yed timed and 

sustained delivery 

34) (Previously presented) The multi-layered osmotic device of claim 1 94 9S 96 or 97 
Wherein the first and second active agents are independently selecte d at each occurrence 
from the PTOlin consisting of antibacterial, antihistamine decongestant a nti-inflammatory, 
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specific embodiments where are disclosed herein and still 9. An osmotic device according to claim 8 wherein the 

obtain a like or similar result without departing from the first and second active agents are theophylline, 

spirit and scope of the invention. All of the compositions and 10. An osmotic device according to claim 1 wherein the 

methods disclosed and claimed herein can be made and second active agent in the external coat comprises a thera- 

executed without undue experimentation in light of the 5 peutic agent and the first active agent in the core comprises 

present disclosure. It will be apparent that certain com- a different therapeutic agent. 

pounds which are bom physiologically and chemically n ^ osmotic device according to claim 10 wherein the 

related may be substituted for the therapeutic compound ^ agenl is pS eudoephedrine and the second active 

described herein while the same or similar results are ^ M ^ | Qratt( ji nC- 

ac ^jf ve f\ 10 12. An osmotic device according to claim 10 wherein the 

We claim: , . - first active agent is ranitidine and the second active agent is 

1. An improved multi-layered osmotic device for the TOmhinalJ ^ ^ m<x cisapride. 

controlled delivery of one or more active agents to one or . . . .. /* , . 1A . . . 

* ^ j • 13. An osmotic device according to claim 10 wherein the 

more environments of use wherein the osmotic device „ ^uiuui ^vi^ ottuuuis 

comnrises- is ^ actlYC a & ent & pseudoephedrine and the second active 

_ agent is astemizole. 

a) a compressed core comprising a first acave agent and « according to claim 10 wherein the 
an osmotic agent for controlled and continuous release , t OM 7?T ^"t * • . . 
of theBru3F^^<«V ^ifiue <*A€w£ first active agent is ddtiazem and the second active agent is 

b) a semipermeable memhrane surrounding the core and o^fo dcvioc according to claim 1, wherein the 
having a Reformed passageway therein, said mem- Qne w mQrc caYir0Jimcnts of use comprises a first environ- 
brane being permeable to a fiuid m the environment of mcnt rf usc ^ a sccond CDviroamcnt G f use. 
use and substantially impermeable to the first acave 16 ^ osmotic ^yiet to daim 15, wherein the 
a ^ cnt; first environment of use is the gastric region and the second 

c) an inert, completely erodible water soluble polymer ^ environment of use is farther down the gastrointestinal tract 
coat comprising poly(vmylpyrrottdoneMvinyl acetate) 0 f a mammal 

R copolymer partially or substantially completely sur- 17. An osmotic device according to claim 1. wherein the 

rounding the semipermeable membrane and plugging first and second active agents are released into the same 

the passageway in the wall; and environment of use. 

d) an exter nal coat compris ing a second active agent for 30 18. An osmotic device according to claim 1. wherein the 
release of thd^u^ wherein the first active controlled delivery of one or more active agents includes 

agent is released from me core after the polymer coat one or more of pH-dependent. pH-mdependenl, diffusion 
has partially or completely dissolved or eroded, and the controlled, dissolution controlled, pseudo-zero order, zero- 
first and second active agents are released into the same order, pseudo-first order, first-order, second-order, rapid, 
or different environments of use to provide a controlled 35 slow, delayed, timed, and sustained delivery, 
delivery of the one or more active agents. 19. An osmotic device according to claim 1, wherein at 

2. An osmotic device according to claim 1 wherein the least a portion of the polymer coat dissolves or erodes in 
compressed core further comprises polyvinylpyrrolidone). fluid present in an environment of use after the external coat 

3. An osmotic device according to claim 1 wherein the has at least partially dissolved in an environment of use. 
semipermeable membrane consists essentially of cellulose 40 20. An osmotic device according to claim 1. wherein the 
acetate and polyethylene glycol). polymer coat is one or more of soluble in the same envi- 

4. An osmotic device according to claim 1 wherein the ronraent of use in which the external coat is soluble, and 
external coat comprises poly(vinylpyrrolidone) and poly soluble in the same environment of use in which die core is 
(ethylene glycol). soluble. 

5. An osmotic device according to claim 1 wherein the 45 21. An osmotic device according to daim 1, wherein the 
second active agent in the external coat comprises a thera- semipermeable membrane comprises a plasticizer and one or 
peutic agent. more of a cellulose ether, cellulose ester and cellulose-ester- 

6. An osmotic device according to claim 1 wherein the ether, 
first active agent in the core comprises a therapeutic agent. 22. An osmotic device according to claim 1. wherein the 

7. An osmotic device according to claim 1 wherein the 50 external coat further comprises poly(vmylpyrrolidone). 
second active agent in the external coat comprises a thera- 23. An osmotic device according to claim 1. wherein the 
peutic agent and the first active agent in the core comprises polymer coat further comprises one or more of talc and 
a therapeutic agent. polyethylene glycol). 

8. An osmotic device according to daim 7 wherein the 
first and second active agents are the same. * * * * * 
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antiparasitic, antiviral local anesthetic^ antifungal amoehiciHal trichomonocida^ analgegir 
antiarthritic. antiasthmatie anticoagulant anticonvulsant^ antidepressant antidiahetie 
antineopla.stic. antipsychotic neuroleptic, antihypertensive muscle relaxant, depressant 
hvpnntic. sedative, psychic energiser, tranquilizer antiparlrinson, muscle contractant 
anti-microhial. antimalarial, hormonal, contraceptive sympathomimetic, diuretic 
hypoglycemic, ophthalmic electrolyte diagnostic and cardiovascular agent 

35) (Previously presented) The multi-layered osmotic devire of claim 1 a 94 J ft or 97 
Wherein the first and second active agents are independently selected at each occurrence 
from the group consisting of pesticide herhicide J insecticide antioxidant plant growth 
instigator. Sterilisation agent, catalyst, chemical reagent ; food product^ nutrie n^ cosmetic 
vitamin, sterility inhihitor, fertility instigato^ microorgan ism, flavoring agent, sweetener, 
and cleansing agent 

36) (Currently amended) A multi-layered osmotic device for the controlled delivery of one or 
more active agents to one or more environments of use wherein the osmotic device 

comprises; 

a) a COmnressed Core comprising a first active agent and at least nne osmotir agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 
passageway therein- 

c) an inert comnletelv erodihle or water solnhle polymer coat partially or completely 

Surrounding the semipermeable memhrane anH plugging the passageway in the 
Semipermeable membrane and comprising poly(viny1pyrro1id o ne)-(viny1 acetate) 
copolymer and a second polymer; anH 

d) an external coat applied to and covering the inert polyme r coat and comprising a 
second active agent for immediate release of the second active agent wherein the first 
active agent is released from the core after the polymer coat has partially or 
completely dissolved or eroded, and the first and gerond activ e agents are released 
into the same or different environments of use 

37) (Canceled) 
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38) (Previously presented) The multi-layered osmotic device of claim wherein the 
semipermeable membrane comprises a plastici7er and one or mnre nf a cellulose ether, 
cellulose ester and cellulose-ester-ether 

39) (Previously presented) The multi-layered osmotic device nf claim 18^ wherein the 
polymer coat further comprises one or more of talc and polyethylene glycol) 

40) (Previously amended) The multi-layered osmotic deviVe of rlaim 1 , 94 7 <s j 96 or 97 A 
wherein the inert J completely erodihle or water soluble polymer coat c omprises at least 
two different polymers 

41) (Previously presented) The multi-layered osmotic device o f claim I 94 3 9S, 96 or 22, 
wherein the delivery of the first active agent is delayed with respect to delivery nf the 
second active agent 

42) (Previously presented) The multi-layered osmotic device of c laim 1 , 7A l 9 S 3 26 nr 97 J 
wherein the first active agent is ranitidine and the second active agent is a co mbination of 
ranitidine and cisapride 

43) (Previously presentedVThe multi-layered osmotic devire nf rlaim 1 94 9 5, 96 or 97 
wherein the first active agent is pseudoephedrine and the second active agent is 
astemiyole 

44) fPreviouslv presented^ The multi-layered osmotic device of claim 1 , 94 3 9S j 96 or 97 : 
wherein the first active agent is pseudoephedrine and the second active agent is 
Inratadine 

45) (Previously presented) The multi-layered osmotic devW nf r laim 1 , 94 ; 7\ 9n or 97, 
wherein the first active agent is diltia/em and the second active agent is enalapril 

46) (Previously presented) The multi-layered osmotic device nf c laim 1 94 9^ 9n or 97 
wherein the first and second active agentQ are theophylline 

47) (Previously presented) The multi-layered osmotic device of claim 1 94 95 76 or 97 
wherein the first active agent is a decongestant and the second ac tive agent ic an 

antihistamine 

48) (Previously presented) The multi-layered osmotic device of clai m 1 , 94 95 9n or 2Z, 
Wherein the first active agent is a first antihypertensive agent and the second active agent 
is a different second antihypertensive agent 
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49) (Previously presented) The multi-layered ogmotic daricfi of claim 1 , 94, 9\ 96 or 97 A 
wherein the first active agent is a gastDC add inhibitor and the second ar rive agent is a 

gastrointestinal emptying adjunct agent. 

50) (Currendy amended) A multi-layered osmotic devic* for the controlled delivery of one or 
more active agents to one nr more environments of use wherein the os motic device 
comprises* 

a) a compressed core comprising a first active agent and at least one os motic agent for 
controlled and continuous release of the first active agent; 

b) a semipermeable membrane surrounding the core and having at least one preformed 
passageway therein; 

C) an inert^ completely erodible or water soluble polymer coat parti ally or completely 
surrounding the semipermeable membrane and plugging the at least one preformed 
passageway in the semipermeable membrane wherein the inert, completely erodible 
or water soluble polymer coat comprises poly(vinylpyrrolidone )-(vinyl acetate) 
copolymer; and 

d) an external coat applied to and covering the inert polymer c oat and comprising a 
second active agent for release of the seco nd active agent, wherein the first active 
agent is released from the core after the polymer coat ha* partially or completely 
dissolved or eroded, and the first and second active agents are relea sed into the same 
or different environments of use 

5 1 ) (Previously amended) The multi-layered osmotic device of cla im S0 J wherein the inert, 
completely erodible or water soluble polymer coat further compr ises a second polymer 

52) (Previously presented) The mnlti-layered osm otic device of claim SO wherein the 
semipermeable membrane comprises a plasticizer and one or more of a cellulose ether, 
cellulose ester and celhilose-ester-ether 

53) (Currently amended) A multi-layered osmotic device for the controlled d elivery of one or 
more active agents to one or more environments of use wherei n the osmotic device 

comprises- 

a) a compressed core comprising a first active agent and at lesict one osmotic agent for 
controlled and continuous release of the first active agent- 
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b) a semipermeable membrane surrounding the mre and having at least one preformed 

passageway therein; 

c) an inert, completely erndihle or water soluble polymer mat partially or rrompletely 
surrounding the semipermeable memhrane and plugging the at lea st one preformed 
passageway in the semipermeahle memhrane and comp rising poly(vinylpyrrolidnne)- . 
(vinyl acetate) copolymer; and 

d) an external coat applied to and covering the inert polymer mat and comprising a 
second active a^ent for immediate rapid delayed J slow J snstained 3 pseudo-first order 
pseildo-7ero order timed controlled or combination thereof release of the qecond 
active agent, wherein the first active agent is released from the co re after the polymer 
Coat has partially or completely dissolved or eroded 3 and the first and sec ond active 
agents are released into the same or different environments of nge 

54) (Previously amended) The multi-layered osmotic device of claim SI whe rein the inert 
completely erodihle or water soluble polymer coat fiirther com prises a second polymer 

55) (Previously presented) UlC multi-layered osmotic device of claim 51, wherein the 
semipermeable memhrane comprises a plasticizer and one or more of a cellulose ether, 
cellulose ester and cellnlose-ester-ether 



